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Claims 1-24 are presented for examination. 

Applicant's drawings filed October 16, 2003; preliminary amendment filed 
February 27, 2004; and the information disclosure statements filed November 10, 
2003 and May 24, 2005 have been received and entered. 

Applicant's election filed October 28, 2005 in response to the restriction 
requirement of August 30, 2005 has been received and entered. The applicants 
elected the invention described in claims 1-21 (Group I) without traverse. 

Claims 22-24 are withdrawn from consideration as being drawn to the non- 
elected invention (37 CFR 1.142(b)). 

In claim 1 , line 8, after the word "or" the word "if" should be changed to --its- 

Claim Rejections - 35 USC S 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process 
of making and using it, in such full, clear, concise, and exact terms as to enable any person skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-21 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for photodynamic therapy for the reduction of 
adipose tissue with photosensitizing agent, mono-L-aspartyl chlorine e6 (NPe6), and 
its conjugated formed of Npe6 and monoclonal antibody to lipoprotein lipase, does 
not reasonably provide enablement for Npe6 prodrugs or the other photosensitizing 
agents or their prodrugs. The specification does not enable any person skilled in the 
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art to which it pertains, or with which it is most nearly connected, to make and /or 
use the invention commensurate in scope with these claims. 

In this regard, the application disclosure and claims have been compared per 
factors indicated in the decision In re Wands , 8 USPQ2d 1400 (Fed. Cir., 1988) as to 
undue experimentation. 

The factors include: 

1 ) the quantity of experimentation necessary 

2) the amount of direction or guidance provided 

3) the presence or absence of working examples 

4) the nature of the invention 

5) the state of the art 

6) the relative skill of those in the art 

7) the predictability of the art and 

8) the breadth of the claims 

The instant specification fails to provide guidance that would allow the skilled 
artisan background sufficient to practice that instant invention without resorting to 
undue experimentation in view of further discussion below. 

The nature of the invention, state of the prior art, relative skill of those in the 
art and the predictability of the art 

The claimed invention relates to a method for photodynamic therapy for the 
reduction of adipose tissue or adipocytes in a mammalian subject comprising: 
administering to the subject a therapeutically effective amount of a photosensitizing 
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agent or a photosensitizing agent delivery system or a prodrug, wherein said 
photosensitizing agent or said photosensitizing agent delivery system or prodrug 
selectively localizes in the adipose tissue or the adipocytes; irradiating at least a 
portion of the subject with light at a wavelength absorbed by said photosensitizing 
agent or its said prodrug, by a prodrug product thereof, wherein said light is provided 
by a light source; and wherein said irradiation is administered at a relatively low 
fluence rate that results in the activation of said photosensitizing agent or said 
prodrug product; and wherein said PDT drug is cleared from the skin and 
subcutaneous tissues of the subject prior to said irradiation. 

The relative skill of those in the art is generally that of a Ph.D. or M.D. 

The present invention is unpredictable unless experimentation is shown for the 
prodrugs of Npe6 and the other photosensitizing agents and their prodrugs disclosed in 
claims 8 and 9. 

The breadth of the claims 

The claims are very broad and inclusive to all photosensitizing agents or all 
photosensitizing agents delivery systems or prodrugs. 

The amount of direction or guidance provided and the presence or absence of 
working examples 

The working examples, Examples 1 and 2, are limited to the administration of 
mono-L-aspartyl chlorine e6 (Npe6) for photodynamic therapy for the reduction of 
adipose tissue or adipocytes in a mammalian subject. 
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No examples showing other photosensitizing agents or photosensitizing delivery 
systems or prodrugs are used in the instant photodynamic therapy. 
The quantity of experimentation necessary 

Applicants have failed to provide guidance as to how the prodrugs of Npe6 and 
the other photosensitizing agents of claims 8 and 9 are effective in the reduction of 
adipose tissue or adipocytes in mammalian subject. The level of experimentation 
needed to determine the prodrugs of Npe6 and the other photosensitizing agents of 
claims 8 and 9 to reduce adipose tissue or adipocytes is undue. Therefore, undue 
experimentation would be required to practice the invention as it is claimed in its 
current scope. 

Claims 1-21 are not allowed. 

Claim Rejections - 35 USC S 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Paolini et al. (5,954,710) in view of Chen et al. (5,445,608) and further in view of 
Bommer et al. (4,693,885) and Sato et al., "Lipoprotein Hydrolysis and Fat 
Accumulation in Chicken Adipose Tissue are Reduced by Chronic Administration of 
Lipoprotein Lipase Monoclonal Antibodies", Poultry Science, 78: 1286-1291, 1999. 
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Paolini et al. teach a device and methods for eliminating adipose layers by 
means of laser energy (See the abstract). Note the device is for the removal of 
subcutaneous adipose layers with a laser source, which emits at a wavelength with an 
optical fiber wherein the laser source of visible light is beamed subcutaneously (see 
column 3, lines 3-5). 

The instant invention differs from the cited reference in that the cited 
reference does not teach addition of photosensitizing agents for photodynamic 
therapy. However, the secondary reference, Chen et al., teaches a method and 
apparatus for light-activated therapy. Chen et al. teach the method for 
photodynamic treatment at a site comprising the steps of: applying a photoactive 
agent, positioning a light source, and administering the light source to the treatment 
site. Note column 8, lines 57-59 states the absorption of light at the wavelengths, 
i.e. in the 700 to 1500 nm range, same as applicant's claim 11 . The reference also 
teaches the light source is a light emitting diode. Clearly, one skilled in the art would 
have assumed the photodynamic therapy method of Chen et al. combined with the 
method of Paolini et al. would produce the applicant's instant invention is the 
absence of evidence to the contrary. 

The tertiary reference, Bommer et al., was cited to show the mono-L-aspartyl 
chlorine e6 (Npe6) is a well-known photosensitizing agent for phototherapy. The Sato 
et al. reference teaches lipoprotein lipase monoclonal antibodies are known to reduce 
adipose tissue in chicken, but does teach the combination with a photosensitizing 
agent as disclosed in claims 14 and 15. 
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Claims 1-21 are not allowed. 

The remaining references listed on the enclosed PTO-892 are cited to show the 
state of the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kevin E. Weddington whose telephone number is 
(571 )272-0587. The examiner can normally be reached on 1 1 :00 am-7:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Christopher Low can be reached on (571)272-0951. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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